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EXECUTI VE SUMVARY

At the request of the Assistant Secretary for Mne Safety and
Health, the O fice of Inspector General conducted an eval uation
of two simlar conplaints that involved the Mne Safety and
Heal th Adm nistration's regul ati on and procurenent of self-
contai ned self-rescuer devices. M ners wear self-contained
self-rescuers to generate oxygen when the air becones toxic.
The first issue was raised in a letter to a Congressman in

whi ch many conpl aints were nade regarding the Mne Safety and
Heal th Adm nistration (MSHA), including a concern that MSHA had
exercised favoritismin entering into a sol e-source procurenent
contract for self-contained self-rescuers (SCSRs) with the M ne
Saf ety Appliance Conpany (MSA).

The second conpl aint was received fromthe United M ne Wrkers
of America (UWAM) and included two accusations. First, UWMWA
officials stated that certain MSHA actions in conducting the
recall of MSA's Portal -Pack SCSR were intended to protect the
conpany’s econom c interests. Second, UMM expressed concern
t hat MSHA had m shandl ed nany aspects of the Portal -Pack
recall.

Nei t her our review of MSHA's procurenent of SCSRs from MSA nor
our evaluation of the Portal -Pack recall found any evidence

i ndicating collusion or favoritism between MSHA and MSA.
However, to inprove the effectiveness of program operations and
enhance stakehol der confidence in the agency, the follow ng

i ssues need to be addressed. Sole source procurenment and the
certification, audit and recall of SCSRs nerit attention by
MSHA. Since responsibilities for the certification, audit and
recall of SCSRs are shared with the National Institute for
Occupati onal Safety and Health (N OSH), cooperative actions by
the two agencies will be required to acconplish all of the
actions we are recommendi ng.

Wth respect to MSHA's procurenment of 400 SCSRs from MSA, we
concl uded that the agency’s use of the sol e-source process was
not fully justified in this instance and have recommended t hat
procurenment practices be reviewed with the objective of
expandi ng the use of conpetitive bids and ensuring confornmance
with Departnment of Labor regul ations.



The tinmeliness and consi stency of MSHA communi cations with

st akehol ders could be inproved to increase the confidence of
the mning community in the regulation of SCSRs. Specific
communi cation related i ssues warranting MSHA' s attention
include tinmely and accurate notifications of product defects,
policies and procedures to clarify responsibilities for

di ssem nating informati on, and effective coordi nation of
official positions with N OSH

Qur review identified other MSHA opportunities for inplenenting
progranmatic i nprovenent in quality assurance, data collection
of mne information, revision of regulatory standards and
procurenent practices. Specifically, clarification of MSHA and
NI OSH rol es in ensuring manufacturer conpliance with quality
assurance in an anmended nenorandum of understandi ng offers
significant promse in reducing the nunmber of SCSR recalls. An
addi ti onal opportunity for agency inprovenent exists in

i ncreasing the frequency of data collection from m nes on SCSR
usage. Revisions to standards for certification, audit and
training could reduce the nunber of recalls, inprove
surveillance and ensure that niners receive adequate SCSR
training.

This report contains MSHA' s response to our draft report. The
MSHA response is found in the body of the report and in its
entirety in Appendix B. MSHA agreed with all our
recommendati ons and we consider themresolved. W are awaiting
written confirmation of MSHA's corrective actions so that we
can cl ose the recommendati ons.

Due to the close regulatory relationship that the Departnent of
Labor shares with NIOSH on SCSRs, we al so provided NIOSH with
our draft report for comments. Since our report was addressed
to MSHA, we have not included NIOSH comments in the body of
this report. However, the NI OSH recommendations for this
report are included in Appendix C. Qur response to the N OSH
comments is |ocated in Appendix D. W have included many of
the NI OSH comments in our report.



. L NTRODUCTI ON

In response to a Congressional inquiry and a request by MSHA
managenent, the O fice of Inspector General’s Ofice of

Anal ysi s, Conpl aints and Eval uati ons, conducted an eval uati on
of an MSHA sol e-source procurenent contract for SCSRs and the
agency’s handling of the Portal -Pack recall. The purpose of
our review was to conduct an evaluation of two simlar
conplaints that involved the M ne Safety and Heal th

Adm nistration's regul ation and procurenent of SCSRs. The

obj ectives of our review were to determ ne whether: (1) MSHA's
actions with respect to the procurenent and the recall of SCSRs
were consistent with applicable | aws, regul ations and
procedures; (2) MSHA' s procurenent or recall actions
financially benefitted a specific conpany or created the
appearance of such favoritism and, (3) opportunities exist for
i nproving the certification, audit and recalls of SCSRs.

This review was conducted in two phases. Phase one, addressing
a conplaint of an exclusive contractual relationship between
MSHA and MSA, was initiated on February 5, 1997, and conpl eted
on Novenber 1, 1997. Phase two, evaluating MSHA s handling of
the Portal -Pack recall and concerns regardi ng conmerci al
protection of MSA, was initiated on Novenber 10, 1997. This
report summari zes all eval uation work conducted on MSHA's sol e-
source contract conplaint and the recall of the Portal - Pack.

1. BACKGROUND

The first conplaint alleged that the Mne Safety and Health

Adm ni stration was favoring certain conpanies in a sole-source
procurenent contract. This issue was raised in a 1996 letter
from Congressman Dan Schaefer to the Secretary of Labor. On
Sept enber 13, 1996, the CSE Corporation sued MSHA for
injunctive relief, protesting its sol e-source procurenment
contract with MSA. MSHA subsequently agreed to reduce the size
of the procurenment and to conduct all subsequent procurenent
using a conpetitive bid process.

By a neno dated Novenmber 3, 1997, the Deputy Assi stant
Secretary for Mne Safety and Health informed the O fice of

| nspector General of issues raised by an adm nistrator of the
UWA. A letter on October 20, 1997, fromthe UMM to the
Assi stant Secretary, conplained that MSHA had m shandl ed the
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recall of Portal-Packs manufactured by MSA. An allegation made
to the Deputy Director of Technical Support by an official of
the UMM Departnent of Occupational Health and Safety at an

Oct ober 28, 1997 neeting, indicated that MSHA was favoring MSA.
This conpl aint was repeated in an October 31, 1997 tel ephone
call between the UMM and the Deputy Assistant Secretary.

The M ne Safety and Health Adm nistration’s mssion is to
protect mner safety. MSHA is authorized to conduct regul ation
of the mning industry under the “Federal M ne Safety and
Health Act” of 1977, in Public Law 95-164. Sections specific
to SCSR regul ation are contained in the Code of Federal

Regul ations (CFR).

CFR 75:7514 requires that all persons who enter a m ne have a
SCSR available to themthat will provide one hour of oxygen
when it is donned and activated. Many SCSRs chenically

gener ate oxygen when started, although sone SCSRs contain
conpressed oxygen. SCSRs are worn on coal mners’ belts,
mount ed on m ning machi nery, cached within the m ne and stored
above ground.

MSHA conducts certification and approval of SCSRs in

col |l aboration with the National Institute for Occupati onal
Safety and Health (NIOSH). A nmenorandum of under st andi ng,
dated May 4, 1995, generally describes this relationship. N OSH
has the lead in insuring that SCSRs pass set scientific
standards required in Title 42 CFR Part 84.1-84.1158 and MSHA
is responsible for regulating mne conpliance. Although MSHA
and NI OSH have joint responsibility for quality assurance,

NI OSH al so takes the lead in certifying manufacturing quality
control .

The certification and audit prograns are highly technical and
bot h agencies enploy scientific experts at various centers.
MSHA's two sites for handling technical evaluation and

oversi ght of SCSRs had been the Approval and Certification
Center in Triadel phia, W/, and the Pittsburgh Safety and Health
Technol ogy Center in Bruceton, PA. Recently, technical

eval uati on and oversight of SCSRs was transferred to MSHA' s
Bruceton facility. The two primary

NI OSH facilities responsible for SCSR testing are the
Pittsburgh Research Labs (PRL) in Bruceton, PA, and the
Certification and Quality Assurance Branch (CQAB) in

Mor gant own, W/, at the Appal achi an Laboratory for Occupati onal
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Safety and Health. The CQAB has the authority and
responsibility to interpret and inplenent the 42 CFR 84 desi gn,
qual ity assurance and performance regul atory standards. 1In
addi ti on, CQAB conducts investigations to determ ne SCSR
conpliance with certification standards. The NIOSH PRL is
responsi bl e for human physi ol ogy research, SCSR technol ogy
research, environnental testing and evaluation of field

depl oyed SCSRs.

SCSRs undergo testing and certification and nust nmeet MSHA and
NI OSH st andards before they can be sold as approved safety
devices. As part of the certification process, manufacturers
submt a quality control plan describing how quality wll be
ensured. Ensuring quality control processes is an integral
part of the certification.

SCSRs have a set length of service or shelf-life. The Portal-
Pack SCSR nodel nmanufactured by MSA has dates stanped on the
housi ng of the unit show ng a date of production, a serial
nunber, and an in-service date that controls when the unit nust
be renoved from service. The in-service date begins when the
unit is deployed into the mne environnent. Currently, the
manuf act urer determ nes the service life.

MSHA and NI OSH conduct a joint testing or audit program of SCSR
nodel s that have been approved and sold to mnes. The audit,
whi ch NI OSH funds, sanples froma proportional but not a
statistically representative sanple of SCSR nodels that are in
service. The NIOSH group at PRL tests SCSRs to verify that

t hey are working according to established standards. The audit
program has been credited by MSHA and NIOSH with being highly
effective in discovering SCSR deficienci es.

MSHA has expended consi derabl e resources during the 1980s and
1990s certifying and overseei ng conpany recalls of SCSRs and

ot her types of mning equi pnment. Section CFR 75.1714-3.d gives
MSHA aut hority to remove from service any SCSR that does not
neet specified test requirenments and ensures that repairs are
conpl eted by the manufacturer. Recalling SCSRs has becone a
regul ar ongoi ng part of MSHA' s operations.

The chronol ogy of events that occurred in the Portal -Pack
recall is briefly summari zed as follows. During a joint
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MSHA/ NI OSH audit in March 1997, KO2 chem cal dust was
identified in the breathing tube of two SCSRs. The KO2
chem cal is used to generate oxygen when acti vated.

Conti nued investigation by MSHA and Nl OSH of the chem cal dust
problemled to the classification of a critical defect on June
27, 1997. MSA was notified to take corrective actions and to
stop sale of the Portal-Pack as a certified device. MSA
proposed two corrective action plans which were rejected by

NI OSH MSHA as i nadequate. Finally, MSA proposed an interim
pl an i nvol ving a new donni ng procedure, corrective retraining
of mners on the new operating procedure and daily visual

i nspection of Portal-Packs to find any dents or abrasions that
could be responsible for | oose dust in the device. The revised
donni ng procedure called for the mner to blowinto a
nmout hpi ece three times in order to clear away any dust that nay
have migrated up into the breathing tube fromthe chem cal bed.
This corrective action plan, along with a stop-sal e of
addi ti onal Portal-Packs by MSA, was accepted by MSHA/ Nl OSH as
an interimsolution, while MSA attenpted to fully resolve the
chem cal dust problem and other identified deficiencies.

MSA distributed a user safety notice along with an instruction
manual on the revised donning procedure on July 11, 1997, to
custonmers it was able to identify. Because MSA was not able to
identify all custoners and stakehol ders, not everyone received
notification of the Portal-Pack recall. The notice on
conducting training within 30 days was stated as a
recommendati on and not as a regulatory requirenent.

MSHA subsequently distributed an advisory letter to district
managers on July 18, 1997, stating that training was to be
conducted within 30 days of the distribution of the user safety
notice. No direct notification was made to the m nes and ot her
st akehol ders by MSHA until the issuance of a Program

| nformation Bulletin on Novermber 13, 1997, follow ng the

resol ution of several policy issues. MSHA requested that al

i nspection personnel in the mne districts be alerted to the
user safety notice and asked that inspectors communicate
conditions of the recall to the m nes.

Continued testing of the Portal -Pack during July 1997, found

t hat dust contam nation was occurring at a nmuch higher
frequency than originally estimated. O 59 Portal - Packs

exam ned, 11 (19 percent) were found to contain KO2 dust in the
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breat hi ng tubes or nout hpieces. |In addition, problens

di scovered with the firing nmechanismand a |leak in the
breat hi ng tubes remai ned unresolved. |In response, on August 8,
1997, NI OSH MSHA mandat ed that MSA conduct a recall of al
Port al - Packs.

On August 15, 1997, MSA agreed to recall the Portal-Packs and
replace themw th their new Life-Saver 60 SCSR. Sone defects
with the new nodel had been recently discovered, but were
addressed by MSA in a revised design and manufacturing process.
MSA commtted to an anbitious schedul e of replacing the Portal -
Pack that depended on quick approval of the corrective changes
to the Life-Saver 60 by NIOSH and a repl acenent estinmate of
5,490 Portal - Packs.

On August 22, 1997, MSHA, NI OSH and MSA net to discuss the
probl ens of the Life-Saver 60. At this neeting it was

determ ned that previous problens relating to the breathing bag
| eaks of the Life-Saver 60 had been identified, that a
corrective plan had been devel oped and that there was not a
significant inpedinent posed to the replacenment of Portal -Packs
with the Life-Saver 60. Subsequent delay in approving the
corrective changes to the Life-Saver 60 by NIOSH and a far
greater nunber of Portal-Packs in mnes than had been

esti mated, conbined to prevent tinmely replacenent on schedul e.

UWA officials state that they became aware of the severity of
t he problens surrounding the recall in late Septenber. The
UMM requested a neeting with MSHA and NI OSH that was held on
Oct ober 28, 1997. At this neeting, it appeared that there was
a |lack of regulatory consensus regarding the adequacy of the
interimplan and the Life-Saver 60 replacenent. This noved the
UMA to file for an injunctive action on Novenmber 17, 1997. On
Novenmber 18, 1997, NI OSH MSHA decertified the Portal-Pack and
required that MSA accelerate the conpletion of the recall even
if it required replacenent with SCSRs from ot her conpani es.

MSA responded by offering m ne operators a paynment of $365 for
each Portal -Pack replaced by an equivalent SCSR. O her

manuf acturers al so began to produce SCSRs to neet the sudden
demand for replacenents. MSA acknow edged that their original
estimate of the Portal -Packs deployed in the m nes was

i naccurate, and that 7,533 units needed i medi ate repl acenment.

1. METHODOLOGY




Qur evaluation had two phases. Qur review first exam ned the
June 1996 MSHA sol e-source procurenment contract for SCSRs from
MSA. We then reviewed regulatory activity regardi ng the MSA
Portal - Pack recall.

By using a m xed nethods approach, we were able to triangul ate
our findings. An evaluation of this type collects information
using different methods. This method i nproved neasur enment
and enhanced anal ytic findi ngs.

The evaluation first reviewed conpany product information,
federal regulations, and MSHA policies and procedures.
Structured interviews were conducted with senior officials of
maj or groups of the coal mning comunities. These groups

i ncluded: federal regulatory agencies, a union, manufacturers
of SCSRs, and professional associations.

Initial interviews with seni or managenent from MSHA sunmari zed
the allegations and the problens encountered with the Portal -
Pack recall. Interviews were then conducted with N OSH
officials at the PRL and at the CQAB. Finally, interviews were
conducted with MSA and MSHA personnel at the Approval and
Certification Center and the Quality Assurance Division (QAD)
during the first two weeks of January 1998.

We reviewed 36 agency files covering QAD handling of SCSR
probl em i ssues over the last 12 years. O the 36 cases, we
selected 13 recall cases for conparison to the Portal -Pack.
Qur criteria for selection included cases that had a recall or
retrofit action. Qur analysis of cases provided conparative
information to assess the Portal -Pack recall, although some
gaps in MSHA' s case docunentation were encountered.
Descriptive statistics of SCSR recalls were devel oped.

A data collection instrument was used to facilitate revi ew of
archived records. The focus of the instrunent was to coll ect
data on key recall characteristics. Key characteristics
included the time that el apsed for conpletion of the recall,
nmet hods of communi cati on, and noted abnormalities in
establ i shed procedures or regulations. The findings on other
regul atory efforts were then conpared to the characteristics
coll ected on the Portal -Pack recall for conparative anal ysis.

We conducted our review according to the Quality Standards for
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| nspections published by the President’s Council on Integrity
and Efficiency.
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| V. Fi ndi ngs., Concl usi ons and Recommendati ons

We found that although MSHA conplied with DOL regul ations in
executing a sol e-source contract with MSA, the use of the sole-
source nethod for procuring the equi pnment could not be fully
justified. The contract resulted in a protest of the award by
the CSE corporation. This protest was settled to CSE s

sati sfaction.

MSHA did not favor MSA in the handling of the Portal-Pack
recall. The UWW s concern that MSHA was protecting the
commercial interests of the M ne Safety Appliance Conpany (MSA)
was based primarily on two observations. First, by del aying
and limting the negative inpact that woul d have ensued from
swiftly distributing a Program Information Bulletin (PIB) and
by giving MSA an extended tine-frane to conplete the recall, it
appeared to the UMM that MSHA was acting to protect the
comercial interests of MSA. MSA was in the process of

di stributing the new nodel Life-Saver 60. Second, the failure
to i mmedi ately survey other SCSR manufacturers for inventory or
manuf acturing capacity that could have been directed toward
qui ck replacenment of the Portal-Pack early in the recall
appeared suspicious to the UWA.

O G found that the distribution of a PIB for a recall can not
be used to accurately assess favoritism \Vhile a PIB was
issued in a delayed manner in this case, only 30 percent of the
recalls we reviewed were publicized to the m ning comunity

t hrough the use of PIBs. A conparison of time- frames for the
conpl etion of other SCSR recalls al so does not provide

concl usive evidence that MSA's recall schedul e was unduly
extended, as factors such as the severity of the defect
identified and the estimted percentage of units affected woul d
requi re consideration. MSHA distributed a PIB concerning the
Portal - Pack recall on Novenber 13, 1997.

We found that seven nonths el apsed between the start of the
Portal - Pack investigation and the distribution of the Novenber
13, 1997 PIB. This elapsed time was not long in conparison to
other recalls exam ned. W found the length of time taken to
distribute a PIB fromthe start of an investigation ranges from
2 to 25 nonths. The time-franme needed depends on the
conplexity of the defect.
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MSHA officials stated that they typically undergo a three stage
process in conducting recalls and issuing a PIB. In the first
stage, which is usually short, the problemis identified. In

t he second stage, the scope of the problemis determ ned which
can take significant periods of tinme. 1In the third stage, MSHA
determ nes and inplenents the actions necessary to address the
problem Decisions regarding the issuance and timng of a PIB
or the use of alternative nmeans of communication with the

m ning community are predicated on the scope of the problem and
ot her consi derati ons.

The conpletion of MSA's recall was del ayed by several factors.
In particular, NI OSH was unable to acconplish an expedited
certification of design changes for the inproved Life Saver 60,
i ntended as the replacenent for the defective Portal - Packs.
Fol l owi ng UMWA | egal action, MSHA decertified the Portal-Pack
and accel erated the MSA recall, which required MSA to repl ace
t he Portal -Pack SCSRs with nodel s manufactured by other
conpani es, an action rarely noted in the other recalls we
reviewed. In addition, conpliance with firm MSHA regul ati on
culmnating in decertification was costly for MSA. The General
Manager of MSA's Safety Product Division calculated that the
combi ned total cost to MSA of the Portal-Pack recall was $5
mllion.

O Gidentified some unique findings in the Portal -Pack recall
We found that MSA's early estimate of the nunber of Portal -
Packs in use in the mnes was significantly inaccurate. The
actual nunber of Portal-Packs needing replacenent exceeded the
original estimate by 37 percent. There was a pattern of

i naccurate estimtes across other recalls and retrofits

exam ned that al so underesti mted the nunber of SCSRs in the
mnes from20 to 28 percent.

We al so found that MSHA did not independently verify the

i nventory or manufacturing capacity of other SCSR conpani es
early in the recall. However, MSHA rarely took this action in
other recalls. The fact that MSHA did not initially survey

ot her sources of suppliers for replacenent SCSRs does not
support a concl usion that MSHA favored MSA or inproperly
handl ed the Portal - Pack recalls.

While this report focuses primarily on reconmendati ons to

i nprove MSHA's regul ati on of SCSRs, it al so has potenti al
application to other areas of MSHA operations. Several thenes
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applicable to other MSHA areas enmerged from our analysis. The
recommendati ons made in our review originate from anal ysis of
interviews and conparison of the Portal-Pack to other MSHA
recall and retrofit actions.

1. Procurenent Contract

MSHA conmplied with Federal and Departnent of Labor (DOL)
regul ati ons for non-conpetitive procurenent by announcing the
agency’s intent in June 1996, to award a sol e-source contract
for SCSRs to MSA in the Comrerce Business Daily (CBD) and by
requesting the approval of DOL’s Procurenent Review Board
(PRB). However, MSHA's use of the sol e-source process was not
fully justified, although no evidence supported an excl usive
contractual relationship with MSA CSE did file a protest
agai nst the contract award, which was settled in its favor by
changi ng the size of the contract and enphasizing future
conpetitive contracting practices.

MSHA was aware from both experience and research that a voice
anplification feature on SCSRs was needed to prevent inhalation
of COduring energencies. MSA was the only conpany to address
this need. On June 21, 1996, MSHA announced in the CBD its
intent to award MSA a sol e-source contract to produce a new,

i nproved SCSR nodel. MSHA's rationale for the sol e-source
award, which was articulated to the PRB, was that MSA coul d
produce a significantly smaller device than was currently
avai l abl e, and that MSA's SCSR i ncorporated a "voice
anplification" capability which would allow a user, hands-free
comruni cations ability in the event of an enmergency. The MSA
SCSR was in the final stages of testing and expected to be
approved shortly by MSHA and NI OSH for manufacture.

MSHA was al so aware that an MSA conpetitor, the CSE
Corporation, was testing a smaller and lighter version of the
SCSR. Al though CSE was the manufacturer of SCSRs currently in
use by MSHA inspectors, the conpany’s next generation prototype
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did not include a voice anplification device which MSHA had
stressed to the PRB was required. The PRB approved MSHA's

request to purchase the MSA SCSR sol e-source, at a contract
val ue of $578, 799.

On Septenber 13, 1996, CSE submtted a protest of the MSA

sol e-source award to the General Accounting Ofice (GAO, on
the basis that MSHA failed to consider its prototype SCSR,

whi ch CSE cl ai mred was smaller and |ighter than the MSA
prototype. CSE also clained that its SCSR coul d have been
adapted to incorporate a voice anplification device, had the
conpany been nade aware of MSHA's technical specifications for
a next generation SCSR through a conpetitive bid announcenent.
CSE withdrew its protest with GAO after MSHA agreed to reduce
t he nunmber of MSA SCSRs pl anned for use in the field by 50
percent and to make future procurenent of SCSRs on a
conpetitive basis.

Because MSHA has previously purchased SCSRs from CSE and
continues to use CSE's SCSRs in its inventory, we do not

concl ude that MSHA has an excl usive sol e-source relationship
with MSA. However, MSHA erred in assumng that a firmlike
CSE, whose new prototype did not initially incorporate voice
anplification, could not adapt its prototype(s) to neet MSHA's
specifications. Obviously, CSE officials considered their
conpany capabl e of producing a SCSR that net MSHA' s

requi renents and expected the opportunity to conpete.

Recommendati on

We recomrend that the Assistant Secretary for Mne Safety and
Heal t h ensure that MSHA:

1. Revi ew sol e-source procurenent practices to expand the use

of conpetitive bids and ensure conformance with DOL
regul ati ons.

MSHA Response

“We agree that the Mne Safety and Health Adm ni stration (MSHA)
shoul d revi ew sol e-source procurenment practices to expand the
use of conpetitive bids and ensure conformance with the

Depart nent of Labor (DOL) regulations. MSHA has al ways and
will continue to foster conpetition to the maxi num extent
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possi bl e by awardi ng contracts based on full and open
conpetition. In the case of sol e-source procurenent actions,
any proposed contract in excess of $25,000, to be awarded on
the open market, is synopsized in the Commerce Business Daily
(CBD). The purpose of the CBD announcenent is to afford other
offerors the opportunity to nake the MSHA contracting officer
aware of an equival ent product or service that their

firm organi zation has to offer. \When that situation occurs,

t he MSHA contracting officer then affords that

firm organi zation the opportunity to make an offer by providing
themw th a solicitation docunent, in accordance with the
requi renments of both Federal and DOL Acquisition Regulations.”

O G s Concl usion

On the basis of MSHA's response, we consider this
recommendation resolved. To close this recomendation, we
woul d appreciate receiving a copy of the nmenorandum i ndi cating
conpletion of a review of sol e-source procurenment practices to
expand the use of conpetitive bids and ensure confornmance with
t he Departnent of Labor (DOL) regul ations.

2. Conmmuni cati ons

The tineliness and consistency of MSHA commruni cations with

st akehol ders could be inproved to increase the confidence of
the m ning commnity in the regulation of SCSRs. Specific
conmuni cation related i ssues warranting MSHA' s attention
include tinmely and accurate notifications of product defects,
policies and procedures to clarify responsibilities for

di ssem nating information, and effective coordi nation of
official positions with NIOSH  The foll ow ng sections
sunmarize the results of our review of communications rel ated
i ssues.

A. Notification of Product Defects
The nmethods currently in use by MSHA for conmmunicating
i nformati on about product defects did not ensure that al

appropriate parties received tinmely notification about problens
identified and renmedi al actions. During the Portal-Pack
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recall, MSHA initially relied on a user’s notice distributed by
t he manufacturer which did not reach all industry officials in
need of the information. While the Program I nformation
Bulletin (PIB) issued four nonths |later was distributed w dely
across the industry and provided conprehensive infornmation,
this method of communication was not effective for instructions
requi ring pronpt inplenmentation. MSHA generally used a variety
of communi cati on techniques during the recalls we reviewed, and
t he del ayed i ssuance of the PIB during the Portal -Pack recal
was primarily attributable to the conplexity of the policy

i ssues involved. However, the communication gaps we noted

hi ghli ght the need for MSHA to devel op nethods for rapidly

di ssemi nating prelimnary information about problens and
necessary responses and for obtaining manufacturers’ input.

MSHA' s reliance on the July 11, 1997 user’s notice sent by MSA
to notify the mning community of problenms with the Portal -
Packs and the need for training on new donning procedures did
not reach all intended recipients. As discussed in greater
detail in our finding regarding information resources, MSA did
not have information concerning the |ocation of over 2,000
Portal -Packs and it is, therefore, unlikely that all m nes

whi ch had purchased these units received the user’s notice. In
addition, MSA' s address |ist was conprised of the conpany’s
contacts at the mnes, such as the procurenent officer, and did
not include all mne safety officers and certified SCSR
trainers. As a result, all affected mners did not receive the
suppl enental training recomrended in the user’s notice in a
timely manner.

A PIB was distributed by MSHA to an extensive list of industry
of ficials on Novenmber 13, 1997, after additional technical and
policy issues were addressed, to provide conprehensive

i nformati on about the product defects and corrective actions
required. PIBs are advisory letters that MSHA mails to program
policy manual hol ders and other interested stakeholders to
alert themto urgent issues in mne safety. PIBs often

communi cate inportant recall information and have manufacturer
recall notices attached which are critical to ensuring m ner
safety. PIBs have a per issue distribution ranging from 10, 000
to 40,000 copies, depending on the subject. In determ ning
whet her to communi cate product defect information in a PIB and
in the timng of the bulletin’ s rel ease, MSHA bal ances the
nature and scope of the problem against the risk of underm ning
confidence in the device anong the m ning community. For
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exanpl e, MSHA did not release the PIB concerning the Portal -
Pack recall until policy questions regarding decertification
and the availability of replacenment nodels, anong other issues,
were resol ved and conplete information could be di ssen nat ed.
As illustrated by the Portal -Pack recall, the purpose of a PIB
and policy matters entailed in the publication of these

bull etins, restrict their useful ness as a means for notifying

t hose who require i nmmedi ate i nformation.

VWil e sone stakehol ders, particularly the UWA, were of the
opinion that MSHA relied primarily upon PIBs to conmuni cate

i nformation regarding product defects, our review did not
confirmthis presunption. UMM officials indicated that they
expected tinely distribution of PIBs to alert m ne owners,

m ners and ot her key industry nmenmbers of product defects and
required actions. In view of their expectations, UWA
officials were concerned that MSHA was limting information in
order to protect MSA's econom c position. However, our

anal ysis found that PIBs were not MSHA' s princi pal neans of
conmuni cating i nformation about product defects and were in
fact, generated in only 30 percent of the recalls exam ned.
Manuf acturers’ notices, approved by MSHA, have frequently been
used to advise industry officials of defects identified,
actions to be taken and other inportant information.

MSHA' s communi cations and relations with SCSR manufacturers
could al so be enhanced by establishing an accel erated review
and conmment process prior to the release of information
concerni ng product defects. A manufacturer interviewed
conpl ai ned that an issued PIB did not clearly distinguish the
conpany’s SCSRs from counterfeit units in which defects had
been identified, so that its comrercial reputation was
unnecessarily damaged. Although MSHA currently tries to get

f eedback on PIB drafts before rel ease, there is inconsistency
inthis effort. A consistently applied process for seeking

st akehol der comments on draft PIBs within a quick response
framewor k could reduce the potential for errors and avoid any
perceptions of disparate treatnent.

MSHA officials concurred at the exit conference with the need
for a new process, preferably under the responsibility of the
agency’s field managers, to extend prelimnary notification
about product defects identified and i mmedi ate actions required
to those industry officials nost directly affected. Industry
menbers in need of pronpt notification include m ne owners and
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operators, safety officers, mners and their representatives
and, dependi ng upon the circunstances, m ght also include other
groups such as certified SCSR trainers. MSHA officials were

al so receptive to offering the responsi bl e SCSR manuf acturer an
opportunity to rapidly review and provide coments on proposed
MSHA notifications concerning product defects.

B. Policy and Procedures

As part of our review, we exam ned policies and procedures at

t he MSHA Approval and Certification Center (A& CC) as well as
the National Ofice, to assess the agency’s gui dance regarding
conmuni cations with stakeholders. National O fice policies and
procedures do not specifically address communications on SCSRs.
Simlarly, A&CC policies and procedures pertaining to recalls
did not discuss when stakehol ders should be notified of product
defects, recalls or the nethods of notifications, and A&CC
staff expressed anmbiguity over these questions. For exanple,
the former A&CC Chi ef had been briefing inportant external

st akehol ders both formally and informally, but this practice

| apsed after the selection of a new Chief, who expected that
Nati onal Office managenent controlled such contacts. The
resulting decrease in communications with key stakehol ders may
have generated sone of the concerns brought to our attention.

MSHA managenent officials stated that they informed UMWA
officials of on-going problems with the Portal -Pack in

t el ephone conversations. The UWA officials, however, did not
consider that they were fully infornmed of the severity of the
Portal - Pack deficiencies in a tinmely manner. Although we are
not able to conclusively determ ne the extent of information
shared with the UMM, MSHA officials were aware by the tine of
our review, that communicati on had been inadvertently decreased
foll ow ng the appointnment of the new A&CC Chi ef.

C. MSHA and NI OSH Conmuni cati on

Coordi nati on between MSHA and NI OSH coul d be inproved to ensure
that officials of both agencies clearly conmunicate a

consi stent Federal position during neetings with industry
officials and other external stakeholders. Effective

coordi nation al so includes ensuring that comm tnents
significant to the other agency’ s prograns are fulfilled and,
when conpl etion on schedule is not possible, revised tinetables
are prepared jointly.
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| nconsi stent positions and m sl eading information on the
Portal - Pack were presented to the UWM at a neeting on October
28, 1997, according to our interviews with the Director of the
Pittsburgh Research Lab, other NI OSH technical experts and MSHA
personnel. Problenms with the presentation occurred because one
NI OSH t echni cal expert did not coordinate his positions with
other NIOSH officials or MSHA. Specifically, on October 24,
1997, the UWMA requested that the Director of the Pittsburgh
Research Labs provide a specific technical expert for the

Oct ober 28 neeting in order to discuss technical findings of
field audits conducted on the Portal-Pack. Subsequently, the
Di rector contacted the technical expert, who was the supervisor
of the field audit programthat initially detected the defects
with the Portal-Pack, and authorized his attendance at the
nmeeting with the UWA.

The focus of the neeting was not to debate scientific opinion
but, according to an October 1997 letter fromthe Assistant
Secretary for Mne Safety and Health, it was to brief the UWA
on the MSHA/ Nl OSH handling of the recall. No effort was nade
by the technical expert at the Pittsburgh Research Laboratory
to coordinate his presentation either with the NI OSH CQAB st af f
or with MSHA officials responsible for the recall. At the

Oct ober 28, 1997 neeting, the NI OSH technical expert presented
opi nions on the safety of the recall plan that extended beyond
his direct know edge and made m sl eadi ng statenents regarding
the facts. As a result, the N OSH MSHA regul at ory

col | aborative effort appeared to | ack consensus in how to best
address the problenms of the Portal-Pack.

Al t hough there is room for disagreenent based on scientific
differences of opinion, we found that the |ack of coordination
regarding a joint official position underm ned the imge and
authority of both agencies. While MSHA was not responsible for
conflicting NIOSH positions on the Portal -Pack, |apses in
communi cation with stakehol ders by both agencies had a negative
i npact. The problem of coordinating external release of

i nformati on and agency positions on issues inpaired interagency
col | aboration, contributing to the resulting litigation by the
UMAA.

There was a paucity of documented conmuni cati on between MSHA
and NI OSH over the progress of certifying the design changes
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made in the Life-Saver 60. However, MSHA Techni cal Support was
informed of the delays in two separate NI OSH communi cati ons,

al though it does not appear that this informtion was

di ssem nated t hroughout the entire organization. MSA did not
provide nmonthly progress reports on the production of the Life-
Saver 60 to MSHA as agreed. These conmmuni cati on probl ens
contributed to a lack of clarity in the progress of the recall.

Recommendati ons

We recommend that the Assistant Secretary for Mne Safety and
Heal th ensure, for defects identified in MSHA approved
products, that the agency:

1. Devel ops a process to provide prelimnary notification
about product defects and i mediate actions required to
industry officials nmost directly affected.

2. Devel ops a system for obtaining pronpt feedback on
proposed notifications concerning product defects fromthe
responsi bl e SCSR manuf acturer.

3. Prepares procedures, consistent with the other
recommendations in this section, to clarify the methods,
timng and officials responsible for notifying external
st akehol ders about product defects and recalls.

We al so recomend that the Assistant Secretary for Mne Safety
and Health in conjunction with the Director, NI OSH, anmend the
Menor andum of Understanding to specify how the two agenci es

w Il ensure that a consistent Federal position is communicated
in the future to SCSR industry officials and other external

st akehol ders.

MSHA Response

“In regard to MSHA approved products, we agree that MSHA should
devel op a process to provide prelimnary notification about
product defects and i mediate actions required to industry
officials nmost directly affected. The mechanismfor this wll
be a letter fromthe Assistant Secretary directed to M ne
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Operators and Mners with copies sent to other key industry
officials. This will be a relatively quick process to notify
key stakehol ders about problens and i mredi ate required actions.
Ot her itens that can be enclosed with the letter include: user
noti ces, approved changes to operations manual s, and ot her
useful information that will help the end user to better
address the problem A Program Information Bulletin (PIB) can
be issued later, if necessary, to provide a nore detail ed

expl anati on of the problem and foll ow up corrective actions.”

“We agree that MSHA shoul d devel op procedures for obtaining
prompt feedback on proposed notifications concerning product
defects fromthe responsible Self-Contained Sel f-Rescuer (SCSR)
manuf acturer. Manufacturers will be given the opportunity to
review notification letters fromthe Assistant Secretary, PlBs
that are in draft status, and other material that is intended
to be released by the

Agency.”

“We agree that MSHA shoul d prepare procedures to clarify the
nmet hods, timng and officials responsible for notifying
external stakehol ders about product defects and recalls. A

Task Force will devel op standard operating procedures for
notifying external stakehol ders about product defects and
recalls. These procedures will identify the responsibilities

of each person involved in MSHA, and tinetables for each
action.”

“We agree that MSHA, in conjunction with the National Institute
for Occupational Safety and Health (NI OSH), should anmend the
Menor andum of Understanding (MOU) to specify how the agencies
will ensure that a consistent Federal position is comunicated
in the future to SCSR i ndustry officials and ot her external

st akehol ders. We are currently in the process of nodifying the
Menmor andum of Under standing (MOU) between MSHA and NI OSH. The
process for devel oping unified conmunications will be addressed
in this docunent.”

O G s Concl usi on

We concur with MSHA's proposed corrective actions and consi der
this recommendation resolved. In order to close this
recomrendati on, please provide us with a menorandum or ot her
docunmentation of: (1) the new procedure for prelimnary
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notification; (2) the standard operating procedures devel oped
by the task force for detailing notification of external

st akehol ders about product defects and recalls; and, (3) a
conpleted MOU with NIOSH for ensuring consistent and unified
conmuni cations. The MOU should also clarify respective agency
roles in comunication to external stakehol ders.

3. Quality Assurance

The need for manufacturers to inprove quality assurance
practices is a significant factor contributing to the high
nunmber of recalls. Insufficient quality assurance by

manuf acturers is a continuing issue for MSHA and NIOSH as it
forces the expenditure of resources on responding to problens
rat her than preventing them Under the current regul atory
provi sions and Menorandum of Understandi ng, sufficient on-site
observati ons are not being conducted during the manufacture of
SCSRs to ensure that the conpanies’ production practices are
consistent with their quality control plans and result in
products equivalent in quality to the approved prototype
nodel s. VWhile the conplexity of SCSR technol ogy nay reasonably
account for a high |evel of manufacturing defects, the need to
recall and/or retrofit, at |east once, every SCSR nodel that
uses chem cal generation of oxygen and conpressed oxygen,
warrants increased attention by NIOSH and MSHA to the
industry’s quality assurance practices.

The historical and continuing problens attributable to the
uni que SCSR desi gn and manufacturing requirenents present
substantial challenges to both quality assurance and
reliability. According to MSHA officials, the SCSR is on the
cutting edge of technology, requiring parts to be conpressed
into an extrenmely small container under difficult manufacturing
conditions. Current nodels could be consi dered al nost
experinmental in nature but the demand from users, including
MSHA, is for still smaller and lighter units with advanced
features such as voice anplification. Furthernore, it is
common for production runs of SCSR nodels to be conpl eted
intermttently, as needed, in view of the relatively limted
nunmber of units required to neet custonmer demand and the
service-life of the product. Thus, the increnental

i nprovenents in on-going manufacturing processes generally
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associated with effective quality control programs cannot be
readily applied to the production of SCSRs. To date, every
SCSR nodel that uses chem cal generation of oxygen or
conpressed oxygen has been subject to recall or retrofit.
Noted quality expert J.M Juran in Quality by Design (1992, p.
2) states that a general benchmark for “redoing work previously
done” in US industry is about one-third. Wile variation in
this nunmber occurs in different industries, a 100 percent
recall rate flags the need for a special focus on inproving
quality and designs for reliability. The nore precise and
conpl ex designs required by the newest nodels of SCSRs can be
expected to place further pressures on the industry’s quality
control efforts.

Of the recalls and retrofits O G exam ned, virtually al

i nvol ved i ssues of inadequate manufacturing quality or design
for reliability. Problenms of inproper design and manufacture
are common. Exanples of poor quality or design include

i nproperly nol ded breat hi ng hoses, devices that expl oded and
SCSR pouches that becanme too tight to renove the device for
usage.

Docunments fromthe NI OSH CQAB clearly raised questions about

t he adequacy of MSA's quality control in producing the Portal-
Pack. A June 27, 1997 letter by a senior NI OSH scienti st
stated, in regards to the Portal -Pack, that problems with gaps
inthe filter mterial and a faulty hinge pin on the firing
mechani sm “...rai se concerns over the adequacy of quality
assurance procedures used during production of these SCSR s.
The m gration of KO2 chem cal dust in the Portal-Pack was only
one of several quality assurance problens discovered that were
classified as serious defects.

The respective roles of MSHA and NIOSH in certifying the

qual ity assurance practices for SCSRs are contained in

42 CFR 84 and a May 4, 1995 Menorandum of Understandi ng. Under
the regulations, NIOSH is delegated primary responsibility for
review ng manufacturing quality control. However, section
three of the Menorandum provides that, while duplication or
repetition of audit activities should be avoi ded, participation
on certification and quality assurance is to be done jointly.
Itemthree also states that deficiencies with SCSRs or
manufacturing sites will be resolved jointly. The Menorandum

| acks specificity to guide MSHA's joint participation with

Nl OSH i n routine manufacturing site inspections.
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More frequent on-site reviews of manufacturers’ quality
assurance practices, effectively scheduled to coincide with the
producti on of SCSRs, could enhance the quality of this

equi pnent and reduce the industry’s recall rate. Interviews
with SCSR manufacturers, NI OSH and MSHA officials confirnmed
that the agencies are not jointly conducting frequent

manuf acturing site reviews during tinmes of production,
exam ni ng production run data, or systematically applying other
conmon qual ity assurance techniques. MSHA officials advised
that NI OSH schedul es the on-site reviews of manufacturers’

qual ity assurance practices and MSHA will participate when

NI OSH extends an invitation and the conpany produces SCSRs for
use in mnes. Oficials of both agencies noted that the scope
of their responsibilities place some |limts on the resources
whi ch can be devoted to a single product. Even so, MSHA and

NI OSH officials generally concurred that increasing quality
assurance revi ews of SCSR manufacturers, especially during
production cycles, could inprove the quality of SCSRs and
reduce resources dedicated to adm nistering future recalls.

Recomendat i ons
We recomend that the Assistant Secretary for Mne Safety and
Health in conjunction with the Director, N OSH, anend the

Menmor andum of Under st andi ng to:

1. Clarify the respective roles of the agencies with regard
to quality assurance; and,

2. Commt the agencies to nore frequent on-site reviews of

the quality assurance practices of SCSR manufacturers
during the production of this equipnment.

MSHA Response

“We agree with the recommendati on that MSHA and NI OSH shoul d
amend the MOU to clarify the respective roles of the agencies
with regard to quality assurance and commit the agencies to
more frequent on-site reviews of the quality assurance
practices of SCSR manufacturers during the production of the
equi pmrent. MSHA will conduct audits of each SCSR manuf act urer
once a year. These audits will be conducted during production
runs when possible.”
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O G s Concl usion

We concur with the proposed corrective actions and consi der
this recommendation resolved. In order to close this
recommendati on, please provide us with a copy of the conpleted
MOU with NIOSH clarifying quality assurance rol es and

i dentifying procedures for increasing the frequency of on-site
reviews to coincide with production runs.

4. Training Standards

M ners receive an annual training session on SCSRs in order to
be able to operate themin a mne energency. W had two
findings with regard to training. First, training conducted
for the Portal -Pack recall was not conpleted within the 30 day
time-frame recomended by the manufacturer and approved by MSHA
in the July 11, 1997 user’s notice. Second, there is
significant support within the mning community for increasing
the frequency of training on SCSRs beyond just once a year.

Training on the Portal -Pack was not conpleted within 30 days of
the distribution of the user’s safety notice. O G reviewed
MSHA' s Portal -Pack training records for 111 mnes. O 111

m nes, MSHA identified 15 mnes (13.5 percent) that did not
conplete training by October 27, 1997. Mne inspectors visited
the mnes to specifically confirmtraining conpletion in
Novenmber 1997.

We al so found additional problenms in MSHA's survey of training
conpliance related to data collection. MSHA did not coll ect

t he dates when training was conpleted. |nplenmentation of
training on the revised procedures within the recommended 30
days could not be fully assessed.

Timely conmuni cation of the 30 day deadline for training niners
on the new procedures for use of the Portal -Pack through a PIB
or other MSHA notification could have strengthened enforcenent
of training conpliance. The Ofice of Coal Mning Safety and
Health (CMS&H) at the Arlington Headquarters has identified
nonconpl i ant m nes and has taken steps at the district |evels

- 25-



to ensure conpliance with all training directives. Mre active
moni t ori ng of nonconpliant mnes is also being conducted to
ensure uniformty of conpliance.

Proposed regul ations increasing the required frequency of SCSR
training will better ensure that m ners receive regul ar
instruction in proper SCSR operation. MSHA, NI OSH and the
manuf acturers noted a need to increase the frequency with which
m ne owners conduct training on the use of SCSRs. W found
substantial support anmpbng many of those interviewed regarding
the need to augnent SCSR training standards to address concerns
about sufficiency.

It has been suggested that training on these units could
coincide with safety and fire training which is held every 90
days. Although changes in the frequency of training have

al ready been proposed by MSHA, efforts are noving slowy.
Recent decisions by MSHA to allow comm ngling of different
nodel s of SCSRs, increases the need for nore frequent training
efforts to ensure that mners can properly operate nultiple
nodel s of devices in a m ne energency.

Recommendati ons

We recomrend that the Assistant Secretary for Mne Safety and
Heal th ensure that MSHA:

1. Reviews the frequency and type of training required to
ensure that mners will be able to effectively use SCSRs in an
emer gency.

2. Expedites changes in the regulations to require SCSR
training as determ ned necessary.

MSHA Response

“We agree with the recommendati on that MSHA shoul d review the
frequency and type of training required to ensure that m ners
will be able to effectively use SCSRs in an energency. It wll
be necessary for MSHA, in conjunction with NIOSH, to conduct
nore research to deternine the optinmm frequency for
retraining. We will use this information along with the
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results of previous research conducted by the Bureau of M nes

in our decision-making process. If it is determ ned that
changes in existing regulations are needed, an expeditious
process will be followed to nake changes to regul ati ons as
necessary.”

O G s Concl usion

We concur with MSHA's proposed corrective actions and consi der
this recomendation resolved. 1In order to close this
recommendati on, please provide a nenorandum directing the
initiation of a review to investigate the optiml type and
frequency of training required to ensure that mners wll be
able to effectively use SCSRs in an energency.

5. St andards for Certification and Audit

Opportunities exist for inproving the standards used in the
certification and audit of SCSRs. Specifically, we identified
two areas for inprovenment. First, MSHA should expedite its
pursuit of legislative changes to require environnental testing
prior to certification of equipnment to i nprove SCSR
reliability. Second, MSHA and NI OSH need to revi ew and update
audit sanpling procedures, tests and acceptable paraneters for
tests used in certification.

MSHA and SCSR manufacturers agreed in interviews that units
need to be subjected to nore realistic testing to replicate

m ni ng conditions during certification. The CSE and MSA
corporations state that they now conduct environnmental testing,
however, no m ni nrum st andards govern the types of testing
performed. There is no assurance that environnmental testing
conducted by manufacturers are optim zed toward sinul ating
actual usage.

O G reviewed 35 cases involving problemissues with SCSRs over
the last 12 years. The source of the data was case files
archived at the MSHA Approval and Certification Center. In 8
of 13 recall or retrofit cases, we found that problens could
have been detected and corrected nore effectively if

envi ronnental testing had been conducted with prototypes and a
nore effective sanpling of production units had been done.
Currently MSHA/ NI OSH only conducts environnental testing
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t hrough an audit program of a small nunmber of units which have
been certifi ed.

Qur review found that the audit program sanpling procedures
need to be reviewed to ensure that they are optimal, given the
[imted resources available. Concerns were raised in
interviews with MSHA technical experts that the audit program
proportional sanpling being used could be inproved. For
exanpl e, greater consideration could be given to organizing the
proportional sanpling according to new informati on becom ng
avai l abl e on the status of SCSRs anobng stored, cached, machine
mounted or worn status. Conducting a proportional sanple
sinply based on the nodel popul ation may not be the best
sanpling nethod. Priority in the sanple could be given to
SCSRs that are worn or machine nounted and, therefore, subject
to greater wear and tear

Manuf acturers stated that different testing equipnent at
various testing sites may not be calibrated or used
consistently to certify or audit their equipment. W found
that different testing equi pment and technicians are being used
at testing sites within NIOSH  VWhile the PRL and the CQAB have
different roles, calibration of equipnment and testing
procedures do not appear to be closely coordinated. CSE and
MSA stated that while their prototype nodels passed conpany
tests designed to reproduce tests used in certification, the
prototypes did not pass tests conducted by N OSH

There was al so concern expressed that breathing tests with
human test subjects do not allow for a reasonabl e range of
human responses. SCSRs woul d pass manufacturer breathing tests
but then fail with a NIOSH test subject. The test could
establish nore enpirical paraneters to benefit SCSR design and
devel opnent and avoi d the appearance of subjectivity.

NI OSH acknow edged that testing standards are not al ways
expressed in scientific formula. This makes it difficult for
manuf acturers to reproduce tests for design and product

devel opnent. An exanpl e provided by the manufacturers for
needed scientific formulas is in the area of vibration testing.
Manuf acturers want vibration testing standards expressed with
vibration tables rather than just time on a rotop machine so

t hat standards can be reproduced.

Revi ewi ng whet her equi pnment is calibrated accurately and used
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consistently across sites is conplex and highly technical. W
did not find strong |inkages between the PRL and the CQAB
testing facilities that would ensure consistency of equi pment
and testing procedures. MSHA could initiate a collaborative ad
hoc comm ttee conprised of NIOSH and MSHA technical experts to
test equival ency of calibration in equipnment and adopt standard
testing procedures. Procedures governing operation of testing
equi pnment shoul d be standardi zed. The goal of the commttee
woul d be to issue a report making recommendations in these

ar eas.

We have identified areas of testing and certification that
coul d benefit from MSHA/ Nl OSH revi ew. Environnental testing is
needed as part of the certification to reduce the nunber of
recalls. Areas of sanpling, calibration and use of testing
equi pnment across sites require review to inprove regul atory

ef f ecti veness.

Recommendati ons

1. We recommend that the Assistant Secretary for Mne Safety
and Health and the Director, NI OSH, under the agencies’
Menmor andum of Understanding, forma joint ad hoc commttee
to review audit sanpling, calibration and consistent usage
of testing equi pnment.

2. We al so recommend that the Assistant Secretary for M ne
Safety and Health encourage the Director, NIOSH, to
expedite a |l egislative proposal to mandate environnent al
testing as part of the certification procedure in 42 CFR
84.

MSHA Response

“We agree with the recommendati on that MSHA and NI OSH, under
t he agencies’ MO, should forma joint ad hoc commttee to
review audit sanpling, calibration and consistent usage of

testing equipnment. This committee will be formed utilizing a
cross section of all MSHA personnel involved in the SCSR
approval and enforcenent program The commttee will be tasked

with review ng the audit sanpling program and the calibration
and consi stent usage of testing equipnment.

“We agree that MSHA should encourage NIOSH to expedite a
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| egi sl ative proposal to mandate environnental testing as part
of the certification procedures in Title 42, Code of Federal
Regul ations, Part 84. The Assistant Secretary w |l conmunicate
this to the Director of NNOSH A joint conmttee consisting of
MSHA and NI OSH representatives have, anong ot her things,

al ready addressed this.”

O G s Concl usion

We concur with MSHA' s proposed corrective actions and consi der
this recomendation resolved. Due to the need for
participation of NIOSH in inplenmenting this recommendati on, and
in consideration of current NI OSH di sagreenment with the
formati on of an ad hoc commttee to review audit sanpling,

cal i bration and consi stent usage of testing equi pment, we agree
that the inplenentation of an ad hoc commttee can wait until
after NIOSH has conpleted an internal review. Since the field
visits conducted to conplete this report, NIOSH has initiated
action to optim ze the coll aboration between the PRL and the
CQAB by initiating an exam nation to redefine their roles and
responsi bilities.

In order to close this recomendation, please provide us with a
copy of the MOU and docunentation of MSHA' s request to N OSH
that NI OSH expedite a |l egislative proposal to mandate

envi ronnental testing as part of the certification procedures
in Title 42, Code of Federal Regul ations, Part 84.

6. Devel oping Informati on Resources

Qur review found that insufficient information on the nunbers
and | ocation of Portal-Packs in the mnes was due, in part, to
MSHA' s dependence on MSA for information and the need to
increase information resources. |In addition, we found that
current MSHA data collection efforts need review. The

i naccurate estimtes of the nunmbers and use of Portal-Packs in
the m nes hanpered MSHA's effectiveness in admnistering the
recall. MSA initially reported to MSHA that an estimted 5, 490
Portal - Packs were in use on August 15, 1997. On Novenber 14,
1997, 7,533 units were discovered, which represents a percent
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change increase of 37 percent. This discrepancy exceeded the
20 to 28 percent range of variances between initial estimates
and actual nunbers of SCSRs recalled in the other cases we
revi ewed.

The May 4, 1995 nenorandum of understandi ng bet ween MSHA and
NIl OSH states that MSHA needs to be able to determ ne the
nunmbers and usage of deficient SCSR nodel s deployed in the

m nes. To adequately execute this responsibility, conducting
ongoi ng SCSR data collection is necessary. Lacking current
information on the nunbers and usage of the Portal-Pack had
negative inplications for the recall.

Limted informati on on the nunbers and usage of the Portal -Pack
in the mnes inpeded an accurate proportional audit of the
different categories of cached, machi ne nounted and m ner worn
units which have varying degrees of risk for deficiency. Lack
of information also resulted in a six-nonth delay in accurately
determ ni ng the nunbers of units in the m nes and contri buted
anbiguity in assessing the extent of the problem MSHA's
recent change in decreasing the tine allowed for correcting
deficiencies through recall or retrofit, increases the

i nportance of maintaining accurate current data on the nunbers,
| ocati on and usage of SCSRs.

Due to the limtations inposed by the marketpl ace, depending on
conpani es for information on the nunber and | ocation of SCSRs
is not a sound operating procedure. CSE, Drager, Ocenco, and
MSA stated that they are only able to nmaintain rough estinates
of the nunbers and | ocation of SCSRs, as they make significant
portions of SCSR sales to distributors who will not reveal
subsequent customer information. Sales through distribution
net wor ks, subsequent transportation of SCSRs by m ning
conpani es and ot her sources of relocation inhibit accurate
tracking from beyond where the SCSR was sol d.

CMS&H has initiated efforts to i nprove data collection
regarding SCSRs. CMS&H is collecting data that has a direct
bearing on SCSR use within the m ne, such as average m ni ng

hei ght in inches, the travel distance fromthe point of deepest
penetration in the mne to the surface in feet, conm ngling of
different nodels of SCSRs, and other critical safety
information requiring continuous review and anal ysis. Because
of the constant physical changes in mning conditions, CMS&H
estimtes that the data they are collecting has utility for a
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maxi mum of si x-nmonths, after which it becomes gradually
obsolete. Qur review supports the new information collection
activity as essential to MSHA's regul ati on, but al so recogni zes
the need to increase the frequency of this effort.

CMS&H officials stated that they have not reviewed the data
collection formwith internal MSHA experts or tested the survey
with a sanple of inspectors who will obtain the information
fromthe mnes and conplete the form Pilot testing a data
collection formwith a sanple of those expected to conplete it
ensures the clarity of the questions and should result in nore
accurate and consi stent dat a.

In summary, we found that insufficient information on the
Portal -Packs in the mnes contributed to the difficulty of the
recall. W suggest that current data collection efforts need
to be increased and that nethods shoul d be revi ewed.

Recommendati ons

We recomrend that the Assistant Secretary for Mne Safety and
Heal th ensure that:

1. CMS&H s data collection activities be pilot tested with
MSHA di stricts for receiving editorial feedback.

2. CMS&H i ncrease the frequency of surveying SCSRs and coal
m ning conditions to twice a year for devel opnent of
adequate i nformation resources.

MSHA' s Response

“We agree that MSHA's Coal M ne Safety and Health (CASH) data
collection activities regarding SCSRs should be pilot tested
with the MSHA Districts for the purpose of receiving editori al
feedback. This will be acconplished before the next survey is
conducted, which is currently scheduled to begin in April 1999.
MSHA initiated the initial survey due to an i mmedi ate need of
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the information. Subsequently, we have nmet with MSHA

i nspection supervisors and inspector representatives to discuss
the continued need for this type of information. As a part of
that process the SCSR data collection Form was revised, and

i ncludes instructions on how to conplete the Survey Form This
revised Formis currently under review by the National Counci

of Field Labor Locals. Upon final approval, CASH plans on
sending the revised Formto the Districts and requests that at

| east one inspector per District conduct a survey, conplete the
Form and provide feedback to Headquarters on any changes t hat
need to be made to revise the Formto accurately capture the

i nformation needed.”

“We al so agree that there is a need for MSHA to conduct a
survey to nore accurately assess SCSR use and m ning conditions
af fecting escape. Although m ne operators do change the types
of SCSR protection they provide, and m ning conditions are
continual ly changi ng, MSHA believes that an annual survey would
capture this information and woul d provide the necessary

i nformati on needed to assess the scope of any potenti al

probl ens. However, we will evaluate the information we receive
during our next survey, currently scheduled to be conducted
during the 3rd quarter of FY 1999, and conpare this information
with data fromthe survey that was conpleted in FY 1998. |If
this information indicates significant changes have taken pl ace
since the FY 1998 survey, MSHA will nodify the annual survey
requi rement accordingly.”

O G s Concl usion

On the basis of MSHA's response, we consider this
recommendati on resolved. To close this recommendati on, we
woul d appreciate receiving a copy of the new survey formand a
meno directing survey operations be perfornmed once a year.

The nmeno should direct that an assessnent be conducted as to
whet her an increase in survey frequency is needed based on
changes in conditions from 1998 to 1999. W agree that the
deci sion to expand survey operations to twice a year needs to
be supported by data findings.

7. An MSHA Focal Point for SCSR Recalls
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The recent reorganization to develop a focal point for handling
recalls has not been fully conpleted. The reorganization was
conducted to ensure a seam ess transfer of responsibilities and
efficient admnistration of recalls. Specifically, MSHA did
not have desi gnated personnel dedicated to conducting recalls
or establish clear contact points for conmmunication so that
operations were optimally organi zed. N OSH, MSHA and corporate
i ntervi ewees conpl ained that a focal point for conducting
recal | s was | acki ng.

VWil e the reorganization is a positive devel opnent for
efficiency reasons, additional details require clarification.
In particular, the new position description for the persons

del egated to handle SCSR recalls needs to be revised to reflect
new responsibilities and duties. SCSR recalls are not “speci al
projects,” which is the description of the current assignnent,
but a regularly recurrent part of MSHA activity. Dedicated
personnel and resources for this ongoing effort require

i dentification.

We found that policies and procedures that existed before the
reorgani zati on | acked specificity and need updating to reflect
changes in the way that recalls are handl ed. Aspects of
comruni cati on and coordination with NIOSH al so need to be
clarified. Policies and procedures need to be witten in order
to protect against vulnerabilities presented by personnel
changes.

Techni cal Support Division managenent has verbally prom sed
personnel and technical resources to support recalls. However,
policies and procedures should be developed to identify the
specific staff who will be responsible for recalls and to
clarify the details as to how A&CC wi || provide support to
MSHA' s Pittsburgh and Safety and Health Technol ogy Center. An
organi zati onal chart could provide further clarification.

W t hout such policies and plans, MSHA is vulnerable to
personnel changes and recall know edge being concentrated in
one i ndividual .

Recommendati ons

We recommend that the Assistant Secretary for Mne Safety and
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Heal th ensure that MSHA:

1. Devel op witten policies and procedures incorporating the
A&CC Di vision and the Pittsburgh and Safety and Heal th
Technol ogy Center which specify responsibilities for
conducting recalls and the A&CC resources to be shared.

2. Revi se the position description for the enpl oyee assi gned
responsibility for recalls to reflect the new
responsibilities and priorities established by the
reorgani zati on.

MSHA Response

“We agree with the recommendati on for MSHA to develop written
policies and procedures incorporating both its Approval and
Certification Center (A& CC) Division and the Pittsburgh Safety
and Health Technol ogy Center. These policies and procedures
wi |l be devel oped specifying the responsibilities for
conducting recalls and the A&CC resources that will be shared,
I n addition, an organi zational chart wll be devel oped which
further illustrates the responsibilities during SCSR

i nvestigations.”

We al so agree that the position description for the enpl oyee
assigned the responsibility for SCSR recalls, Dr. Jeffery
Kravitz, should be revised to reflect the new
responsibilities and priorities established by the

organi zation. Dr. Kravitz's position description wll be
revised from " Chief, Special Projects” to adequately reflects
new responsibilities while integrating these with other

exi sting responsibilities including Mne Energency Operations
and M ne Enmergency Response Training.”

O G s Concl usion

We concur with MSHA's proposed corrective actions and consi der
this recommendation resolved. In order to close this
recomendati on, please provide us with the new witten policies
and procedures, a revised organi zational chart and the new
position description.

Maj or Contributors to this Report:
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Ceorge T. Fitzelle
Veronica M Canpbel
Roger N. Britts
Teserach Ketemn
Brent A. Carpenter
Dennis J. Raynond

I n preparation of this report we solicited comments fromthe
Nati onal Institute of Occupational Safety and Health. The

NI OSH comments can be found in Appendix C. W have responded
to NIOSH comments in a letter located in Appendix D. W
appreciate NIOSH s cooperation during this evaluation, as well
as their contributions to the final report to MSHA
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.S. Depariment of Labor Mine Satety and Health Administration
© 4015 Wilson Boulevard '
Adinglon, Viigima 22203-1984

NOV 16 998

MEMORANDUM FOR F.M. BROADAWAY
Assistant Inspector General for Analysis,
Complaints and Evaluations

FROM: _.J. DRVITT McATEER
Assistant Secretary
Mine Safety and Hfalth

SUBJECT: Review of a Se1f~Contaihed Self-Rescuer
Procurement Contract and the Portal-Pack
Recall - Draft Report No. 16-ORCE-98-MSHA

This is in response to yocur memorandum of October 9 with the -
attached subject draft report. We have thcreoughly reviewed the
report and agree with its stated conclusions and recommendations.
Following are some minor technical corrections, our response to
each of the recommendations, and the corrective actions we will
implement to satisfactorily address tHese recommendations:

Technical Corrections

The date “November lé, 1987" on the bottom of page 6 should be
“November 13, 1997". - .

References to a “voice actuation” feature on page 11 of the .
report should be revised to be “voice smplification”. The
reference to “CO," should be changed to “Co”. .

1n the first paragraph on page 17, on line 13, the phrase “the
need to recall and retrofit” should be changed to “the need to
recall and/or retrofit”. In the second paragraph on the same
page, on line 18, the word “recall” should be changed to
“recalled or retrofitted”. Also, in the same paragraph, on
line 22, the word “recall” should be changed to
“recall/retrofit”. .

Responses to Recommendations and Corrective Actions

1. We agree that the Mine Safety and Health Administration
(MSHR) should. review sole-source procurement practices to
expand the use of competitive bids and ensure conformance

‘with the Department of Labor (DOL) regulations. MSHA has
always and will continve to foster competition to the
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msximum extent possible by swarding contracts based on full
and open competition. 1n the case of sole-source o
procurement actions, any proposed contract in excess of
$25,000, to be awarded on the open market, is synopsized in
the Commerce Business Daily (CBD). The purpose of the CED
announcement is to afford other offerors the opportunity to
make the MSHA contracting officer aware of an equivalent
product or service that their firm/organization has to
offer. When that situation occurs, the MSHA contracting
officer then affords that firm/organization the opportunity -
to make an offer by providing them with a solicitation

. document, in accordance with the requirements of both

Federal and DOL Acquisition Regulations.

in regard to MSHAR spproved products, we agree that MSHA
<should develop a process tO provide preliminary notification
sbout product defects and immediate actions required to
industry officials most directly affected. The mechanism
for this will be a letter from the Assistant Secretary
directed to Mine Operators and Miners with copies sent 1o
other key industry officials. This will be a relatively
quick process to notify key stakeholders about problems. and
immediate regquired actions. Other items that can be '
enclosed with the letter include: user notices, approved
chenges to operations msnuals, and other useful information
that will help the end user to better address the problem.

A Program Information Bulletin (PIB) can be issued later, if
necessary, to provide a more detailed explanation of the .
problem and follow-up corrective actions. :

We agree that MSHA should develop procedures for obtaining
prompt feedback on proposed notifications concerning product
defects from the responsible self-Contained Self-Rescuer
(SCSR) manufacturer. Manufacturers will be given the
opportunity te review notificastion letters from the
pssistant Secretary, PIBs that are in draft status, and.

‘other meterial that is intended to be released by the

Agency.

we agree that MSHA should prepare procedures to clarify the
methods, timing and officials responsible for notifying
éxternal stakeholders sbout product defects and recalls. A
Task Force will develop standard operating procedures for
notifying external stakeholders about product defects and

recalls. Thése procedures will identify the

responsibilities of each person involved in MSHA, and
‘timetables for each action. S
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We agree that MSHA, in conjunction with the National
Institute for Occupational Safety and Bealth (NIOSH), should
smend the Memorendum of Understanding (MOU) to-'specify how
the agencies will ensure that a consistent Federal position

35 communicated in the future to SCSR industry officials and

other external stakeholders. We are currently in the

process-of modifying the Memorandum of Understanding (MOU)}

between MSHA and NIOSH. The process for developing unified

cqmmunications will be addressed in this document.

'We agree with the recommendation that MSHA and NIOSH should

smend the MOU to clarify the respective roles of the
agencies with regard to quality assurance and commit the
agencies to more frequent on-site reviews of the guality
sssurance practices of SCSR manufacturers during the
production of the equipment. MSHA will conduct audits of
each SCSR manufacturer once a year. These audits will be
conducted during production runs when possible. '

We agree with the recommendation that MSHA should review the
frequency and type of training required to ensure that.-
miners will be zble to effectively use SCSRs in an _
emergency. JIt will be necessary for MSHA, in conjunction
with N1OSH, to conduct more research to determine the
optimum frequency for retraining. We will use this '
information along with the results of previous research
conducted by the Bureau of Mines in our decision-making
process. I1f it is determined that changes in existing
regulations are needed, an expeditious process will be
followed to make changes to regulations as necessary.

We agree with the recommendation that MSHA and NIOSH, undef
the sgencies’ MOU, should form a joint ad hoc committee to
review audit sampling, calibration and consistent usage of

testing equipment. This committee will be formed utilizing

s cross section of all MSHA personnel involved in the SCSR

spproval and enforcement program. The committee will be
tasked with reviewing the audit sampling program, the long
term field evaluation program, and the calibration and
consistent usage of testing equipment.

We agree that MSHA should encourage NIOSH to expedite a
legislative proposal to mandate environmental testing as
part of the certification procedures in Title 42, Code of
Federal Regulations, Part g4. The Assistant Secretary will

communicate this to the Director of NIOSH. A Jjoint

committee consisting of MSHA and NIOSH representatives. have,
among -other things, already addressed h
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the need to”include environmental testing. in reguiationsl
This will be formslly addressed by the ad hoc committee
mentioned in item 8.

We agree that MSHA's Coal Mine Safety and Health (CMSH} data
collection activities regarding SCSRs should be pilot tested
with the MSHA Districts for the purpose of receiving
editorial feedback. This will be accomplished before the
next survey is conducted, which is currently scheduled to
begin in April 1829, MSHA initiated the initial survey due
to an immediate need of the information. Subsequently, we

"have met with MSHAR inspection supervisors and inspector

representatives to discuss the continued need for this type
of informstion. As a part of that process. the SCSR data
collection Form was revised, and includes instructions on

‘how to complete the Survey Form. This revised Form is

currently under review by the National Council of Field
Labor Locals. Upon final approval, CMSH plans on sending
the revised Form to the Districts and request that at least
one inspector per District conduct a survey, complete the
Form, znd provide feedback to Headquarters on any changes
that need to be made to revise the Form to accurately
capture the information needed. '

We also agree that there is a need for MSHA to conduct a
survey to more accurately assess SCSR use and mining _
conditions affecting escape. Although mine operators do
change the types of SCSR protection they provide, and mining
conditions are continually changing, MSHA believes that an
annvual survey would capture this information and would
provide the necessary information needed to assess the scope
of any potentiel problems. However, we will evaluate the
information we receive during our next survey, currently
scheduled to be conducted during the 3rd quarter of FY 1999,
and compare this information -with data from the survey that

“was completed in FY 1998, 1If this information indicates

significant changes have taken place since the FY 1598
survey, MSHA will modify the annual survey requirement

accordingly.

We sgree with the recommendation for MSHA to develop written
policies and procedures incorporating both its Approval and
Certification Center (R&CC) pivisjon and the Pittsburgh
safety and Health Technology Center. These policies
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and procedures will be developed specifying the |
responsibilities for conducting recalls and the AsCC
resources that will be shared. 1In addition, an
orgenizational chart will be developed which further
illustrates the responsibilities during SCSR investigations.

13, We also agree that the position description for the employee
assigned the responsibility for SCSR recalls, Dr. Jeffery
Kravitz, should be revised to reflect the new
responsibilities and priorities established by the
organization. Dr. Kravitz's position description.will be
revised from “Chief, Special Projects” to a new description
which adeguately reflects his new responsibilities while
integrating these with other existing responsibilities
including Mine Emergency Operations and Mine Emergency
Response Development Training. n

We thank you for the opportunity to review and comment on the
subject draft report. We always welcome. any constructive
criticism which will enable us to do a better job protecting the
safety and health of cur Nation’s miners. 1If you have any
questions concerning our comments, plesse contact Mr. Michael J.
Lawless at (703) 235-1580.-

Attachment
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DEFARTMENT OF HEALTH & HUMAN SERVICES . Puiic Health Service

National Institute for
. Occupetional Safety snd Health
Centers for Disease Control
and Prevention (CDC)
200 Independence Avenue, SW
Washington, DC 20201

November 5, 1998

F. M. Broadaway

Assistant Inspector General for _
Analysis, Complaints and Evaluations
U.S. Department of Labor.

Office of Inspector General
Washington, D.C. 20210

Dear Mr. Broadaway:

Thank you for the opportunity lo comment on the draft Report 16-OACE-98-MSHA prepared by -
the Office of Inspector General (O1G) for the Department of Labor. Many of the
recommendations in the report are excellent and are consistent with the interests of the National
Institute for Occupational Safety and Health (N1OSH) in improving our Cerliﬁcaﬁon'and L-ong-'r
Term Field Evaluation Programs. However, there are several misconceptions and inaccuracies in
the report that <hould be clarified and/or corrected. Our comments are contained in the '
afiachment and are divided in two separate categories: Section 1 contains comments on the
report’s misconceptions and inaccuracies, and Section 2 provides comments on the
recommendations. :

NI1OSH has already initiated several activities that address the O1G recommendations. We are
examining the roles and responsibilities of our Pitisburgh Research Laboratory (PRL) and our
Morgantows Certification and Assurance Branch (CQAB) laboratories and are developing.
appropriate processes and procedures to assure effective collaboration. A joint NIOSH/ Mine
Safety and Health Adminisiration (MSHA) team examined the Self Contained Self Rescuer
(SCSR) Program and drafied recommendations for improvement. Many of these
recommendations are consisient with the suggestions of the O1G. NIOSH is planning to propose
'new quality assurance standards for all NIOSH certified respirators which wil} also improve the
quality of SCSR products. MSHA will be invited to assist in finalizing these drafi standards for
inclusion into 42 CFR Part 84. : :
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] appreciate your assistance in helping the agencies idemify ways in which weé can improve our
programs and protection for workers. _

Sincerely yours,

Linda Rosenstock, M.D., M.P.H. -
Director

Enclosure
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- Section 1, Misconceptions and Inaccuracies

1. NIOSH SCSR Programs, Roles and Responsibilities

In general, the recommendations are consistemt with NIOSH goals and objectives. However,
several descriptions of NJOSH programs and corresponding OlG conclusions are inaccurate,
Conrection of the misconceptions of these programs is important because these m:sconcepuons
impact some of the report’s conclusions. Their correction will therefore berter focus resources
and identify program acnvmes needing lmprovemenl -

The report makes no d]slmcnon between two NIOSH programs relating to Self-Contained, Self
Rescuers (SCSRs), cenification and research. We.believe that misconceptions expressed in the.
report are largely due 1o confusion or misunderstanding of the following NIOSH activities:
certification, quality assurance audit, field evaluation, and environmental testing. ‘The NIOSH
SCSR cenification and research programs were developed independently in two government
organizations, the US Bureau of Mines and NIOSH. Recent Congressional legislation combined
these organizations and provides NIOSH an opportunity for improving the effectiveness of these
programs. Both centification and research programs are vital in providing SCSRs that- meet 42. .
CFR Parn 84 (42CFR84) SIandards and assure protection for workers by ldenufymg defective

SCSRs.

The Certification and Quality Assurance Branch (CQAB), at the Appalachian Laboratory for
Occupational Safety.and Health, Morgantown, West Virginia, has the authority and responsibility
10 imerpret and implement the 42CFR84 design, quality assurance and performance regulatory

- standards. CQAB performs certification tests, manufacturing-site quality assurance audits, and
prodiict audits including SCSR audits, according to federal regulations contained in 42CFR384.

In addition, CQAB conducts investigations to determine SCSR compliance to certification -
standards. These procedures are documented in the Cenified Product Investigation ] Process

(CPIP) standard operating procedures.

The Pitisburgh Research Laboratory (PRL) is responsible for human physmlogy research, SCSR
technology research, environmental testing and evaluation of field deployed SCSRs. The SCSR
environmental tests and the Long-Term Field Evaluation Program (LTFE) standards and tests are
not part of the process of approving or centifying respirators according to the standards set out in.
42CFR84 and are not quality assurance audits to determine compliance with the ceriification
standards. The PRL LTFE program is a reliability assurance evaluation to determine the effect of
mine envifonment and aging on SCSR performance. The test standards and protocol for the
LTFE are not correlated 1o or part of the 42CFR84 certification standards and have been
periodically adjusted 10 address specific research interests of the laboratory. PRL’s
environmental tests are also not part of the 42CFR84 certification requirements. These
‘environmental tests were initiated in research projects relating 10 SCSR technology development
and evaluation and were conducted independent of certification requirements, and |
manufacturers’ SCSR product developments. The tests represent an evaluation standard that has
* not received critical examination or public comment required for a regulatory standard. The
environmental conditioning portion of the environmental evaluation performed on newly
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cenified SCSRs which were developed and approved independent of the PRL. environmental
standard has not revealed any of the design or performance problems that resulted in recall.

. However, baseline 1esting done for the environmental evaluation of the MSA Life-Saver 60 did
reveal a problem with the adhesive used to bond the breathing bag to the unit that did result in
recall. Environmental evaluations are imponant, but the current PRL environmental challenge . -
should be fully developed and incorporated into a reliability standard that is related 10 a specific
length of in-mine service. '

The OIG report did not recognize the r-e“spe'ctiv'e' and distinct roles of the CQAB and the PRL
programs, Because of these distinctions, there are a number of OIG conclusions and suggestions
relating 10 the two NIOSH laboratories that NJOSH believes to be in error. :

The OIG report (page 16) indicates “Environmental testing is needed as part of the certification
10 reduce the number of recalls.” NIOSH agrees that environmental testing can improve product
reliability if the environmental tests and standards are properly defined, but we disagree with the
the basis for this conclusion. The OIG on page 17 of its draft report correctly states that
“virtually all” of the recalls and/or retrofits involved manufacturing or product quality problems.
Environmental testing will not prevent the product quality emmors.  To address improvements
needed in product quality, NJOSH is in the process of drafiing new guality assurance standards
for incorporation into 42CFR84. These new standards will substantially improve product quality
and hopefully reduce the need for further recalls. NJOSH believes, however, that environmental
1esting can be an important 100l for improving product reljability. Reliability assures that a

* preduct performs as intended by the design, under specified conditions of use, and for a specified
duration. On the other hand, quality assurance ensures that each new product manufactured
conforms to specifications. S

The OIG report states that (page 20) “We found that potentially 60 percent of the problems could
have been detected and conected prior 1o cerlification if environmental testing had been in -
place.” We disagree with this 01G conclusion and are not aware of the data used 10 support it. It
is the LTFE program, not the environmental tests, that has successfully identified a number of
quality and reliability problems in SCSRs. While we disagree with this OlG conclusion, we

agree that environmental tests can be an imponant 100l for improving SCSR reliability. NJOSH

is interested in upgrading the 42CFR84 centification standards addressing performance, quality
assurance and reliability standards. - -

Increasing the number of product audits conducted by CQAB will be helpful in identifying
quality problems in a manner consistent with 42CFR84 standards. This will address the concerns
expressed by the O)G (page 2 1) relating to “consistency of equipment and test procedures”
between PRL and CQAB. NIOSH does not agree with the OG suggestion (page 21) that
“MSHA could initiate a collaborative ad hoc committee comprised of NJOSH and MSHA |
technical experts to test equivalency of calibration in equipment and adopt standard testing
procedures.” The two NJOSH programs have different responsibilities. The PRL equipment and
test program are not Jinked to requirements of 42CFR84; CQAB’s are. However, NIOSH -
realizes the potential benefits of optimizing the collaboration of these two unique laboratory
programs and is in the process of examining and redefining their roles and responsibilities.,
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2. NIOSH Sailure 10 expedite MSA ceru_‘ﬁcaﬁ'on extension application
The OIG seport has several references 10 the claim that NIOSH failed 10 prioritize the MSA -
certification extension application including pages 7, 10, and 16. NIOSH gives processing

" priority 10 a certification extension application involving any respirator non-conformance. The

CPIP procedures describe the priority for processing certification extension applications 1o assure
that non-conformances are expeditiously processed and that respiratoy equipment js returned 10

its approved condition in a timely manner. This procedure also requires expediting applicable
tests, examining QA documentation, and completing other administrative requirements mandated
by 42CFR84. The MSA Life-Saver 60 certification extension application was prioritized and
processed by NJIOSH in the required “expeditious” manner. Delays are attributable to the
manufacturer. Despite recommendations by NJOSH 10 address only the nonconformance which
would not require testing; the manufacturer’s application contained product and documentation. -
changes beyond those needed to address the nonconformance. The additional product changes
were suggested by MSHA. The additional product changes caused a substantial delay in MSA
having products available 10 1est and in submitting acceptable documentation in a.complete
application. In establishing priorities, NJOSH does not wave 42CFR 84 requirements.

While we agree that communications between NJOSH and MSHA could be improved; we
disagree with the O1G remark (page 16) “There was also a breakdown of communication

. between MSHA and NIOSH over the progress of cenifying the design changes made in the Life-
Saver 60.” Our records indicate that communications were appropriate and frequent between the
responsible officials in both agencies with regard 1o the MSA certification extension application.

Section 2, Recommendations

There are a number of recommendations which NIOSH accepts and are consistent with internal
recommendations made by a joint NJOSH/MSHA Team. The team drafi report identifies many
of the same opportunities for improvement identified in the OIG report. There is general
agreement that collaboration, coordination, and communications between NIOSH and MSHA,
and among the organizational units in these agencies could be improved. NJOSH agrees thata
more detailed Memorandum of Understanding (MOU) should be jointly developed to address
these improvements. 1n addition, NJOSH believes that several policies relating to investigations
‘of product non-conformances and informing the public of recalls/retrofits need to be redefined.
NIOSH further agrees that 422CFR84 standards and tests need 10 be improved relative 10 product
performance, quality and reliability. . \ :

The following comments address the O1G recommendations.

. 1. Procurement Contract _ : S .
" “The recommendations on page 12 are directed 10 MSHA. NIOSH has no comment.

2. Cominunications ‘ _-

NJOSH agrees that it is necessary 10 develop jointly with MSHA documented policies and
practices for (page 12) “...limely and accurate notifications of product defects, policies and
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procedures to clarify responsibilities for disseminating information, and the effective
coordination of official positions...”. NJOSH strongly suggests that these documented policies,
- procedures, etc. be jointly established. Many of the jointly NIOSH/MSHA centified respirators
are used in several industiies and other countries. NJOSH has a vital role in the timely and
accurate sharing of information beyond the mining industry.

NIJOSH is in the process of clarifying roles and responsibilities for CQAB and PRL 10 assure
effective collaboration and optimal use of these unique laboratories and expertise.

While the recommendations on page 16 are directed to the Assistant Secretary for MSHA,
NIOSH recognizes the necessity for the processes, sysiems, and procedures 10 be jointly
developed. In conjunction with MSHA, NIOSH will also jointly establish an MOU to be
consistent with these program guides.

3. Quality Assurance : o
NIOSH has prepared new (pre-decisional draft) quality assurance standards intended to be used
for all NJOSH certifications. The draft includes enhanced standards from a variety of sources
including MSHA standards contained in 30CFR. NIOSH agrees with the recommendations on
page 18 and 19, that the 1oles of the agencies with regard to quality assurance need o be
clarified, and that more frequent manufacturing-site monitoring must be accomplished. NJOSH
agreces 10 seek input from MSHA for the new quality assurance standards. I

4. Training Standards :
While the 1raining recommendations are addressed to MSHA, N1OSH recognizes that training
relating 10 the donning and use of SCSRs is extremely imporiant 1o assuring worker protection
and a successful mine egress during emergencies. Therefore, NIOSH offers to assist MSHA in
sharing research information and/or conducting research to improve SCSR protection for "

workers.

5. Standards for Ceriification and Audit , _

Several misconceptions and inaccuracies in the OIG report are noted and corrected above.
However, NIOSH recognizes the need for improved performance, quality, and reliability
assurance standards and as discussed above NIOSH intends to prepare improved standards for
inclusion in 42CFR84. NIOSH further will jointly establish with MSHA the new policies, '
processes, procedures and MOU 10 address the needed improvements. a

6. Developing Information Resources o :

While the recommendations on page 23 are directed 10 MSHA, NIOSH recognizes the

importance of field data to assure SCSR performance and reliability. As noted previouslyin
ihese comments, reliability assurance involves performance intended by a product design, fora
specified duration, under specified conditions of use. The conditions and duration of SCSR field
use and deployment are vitally important components of assuring product reliability. Only the
user can assure that the SCSR is maintained in accordance with the manufacturer’s conditions of
use and duration. MSHA could assure that workers are informed and trained in the handling, use
and storage of SCSRs. These field aspects of SCSR protection are not under the control of the

—46-



Appendix C
Page 7 of 7

manufacturer and are the responsibility of the user.

- 7. An MSHA Focal Point Jor SCSR Recalls
These recommendations relating 10 effective coordination of recalls/retrofits and documented '
procedures are directed 1o MSHA. However, NIOSH recognizes that the procedures and
structure assuring effective coordination within each agency affects the performance of both
agencies and their ability to accomplish SCSR program objectives. Therefore, NIOSH and
MSHA need 10 define their internal processes, procedures, etc. and jointly assure that the
ineragency MOU appropriately addresses the needed coordination.
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MAR 31 199

Dr. Linda M. Rosenstock

Director

National Institute for Occupational Safety and Health
Centers for Disease Control and Prevention

200 Independence Avenue, SW

Washington, D.C. 20201

Dear Dr. Rosenstock,

Thank you for comments and contributicns of November 5, 1998 on the report "Review of a
Self-Contained Self-Rescuer Procurement Contract and the Portal-Pack Recall for the Mine
Safety and Health Administration.” Many of the NIOSH comments have been incorporated into
the attached final report. We have reviewed the major remaining points of disagreement
raised by NIOSH and respond to these below.

NIOSH discusses product quality and reliability as having different meaning in the context of
recommending environmental testing. We find that our difference on this issue is related to
how product quality and product reliability are defined, with differences arising from operational
and conceptual meanings of quality. To avoid confusion on this point we have discussed
quality and reliability separately where possible, although we define guality as including issues
of manufacturing, product reliability and design. We conclude that environmental testing

would be effective in improving product quality, as part of a testing program including prototype
and production models. -

NIOSH disagreed with our conclusion that 60% of the SCSR problems could have been
detected and corrected prior to certification if environmental testing had been in place. We
have clarified our finding. Environmental testing with prototypes and production units selected
by more effective sampling methods, could improve certification and SCSR surveillance. The
source of our data was archived case files from the MSHA Technical Support Center.

NIOSH disagreed that they did not expedite certification of the Life-Saver 60. We find that
NIOSH, MSHA and MSA anticipated at a August 22, 1997 meeting that NIOSH certification of
the Life Saver 680 would be expedited so that production could begin scon. The unit had been
previously certified. The NIOSH correspondence we reviewed indicated that the delay was
caused by requesting document changes. Despite the urgency involved in certifying the unit
so that it could go into production, it was not certified for over two months.

Working for America’s Workforce
..
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NIOSH disagreed over whether a breakdown of communications between NIOSH/MSHA
occurred in certifying the design changes made in the Life-Saver 60. Upon review, we find
that although there was limited documented communication between NIOSH and MSHA on
this issue, MSHA should have known about the delays in certification and production. We

have amended this part of this repont.

Again, we want to thank you for your assistance and cooperation on this project.

Sincerely,

%roadaway

Assistant Inspector General for Analysis,
Complaints and Evaluations

U.S. Department of Labor
200 Constitution Ave. NW
Room S$-5506
Washington, D.C. 20210
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